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DETAILED ACTION 

Response to Amendment 

The finality of the rejection of the last Office action has been withdrawn, although this 
office action is made final since the RCE of 7/3 1/06 did not contain any new claim limitations 
and the 103 rejections relying on common knowledge have only incorporated the evidence based 
on Applicant's rebuttal of the common knowledge rejection. 

According to MPEP 2144.03D, "[I]f the examiner adds a reference in the next Office 
action after applicant's rebuttal, and the newly added reference is added only as directly 
corresponding evidence to support the prior common knowledge finding, and it does not result in 
a new issue or constitute a new ground of rejection, the Office action may be made final. If no 
amendments are made to the claims, the examiner must not rely on any other teachings in the 
reference if the rejection is made final. If the newly cited reference is added for reasons other 
than to support the prior common knowledge statement and a new ground of rejection is 
introduced by the examiner that is not necessitated by applicant's amendment of the claims, the 
rejection may not be made final. 

Election/Restrictions 
Claims 9-15 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
being drawn to a nonelected invention, there being no allowable generic or linking claim. 
Election was made without traverse in the telephone conversation of 3/30/06. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-5, 7, 8, and 16-19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bisping (4886074) in view of Dutcher et al (5217028). 

Bisping discloses the claimed invention in figures 1-5 with electrode, 3, guiding 
mechanism, 8, movement assembly, 5, 9, and 3, with piston, 5, base, 3, knob, 9 or 12, slot, 10 or 
11a, and helix, 7, except for the mesh screen disposed on the electrode tip and the helix having a 
non-soluble insulating conforming coating with an active ingredient, such as an anti- 
inflammatant. Dutcher teaches that it is known to include on a lead having a fixation helix a 
mesh (e.g. 146, col. 5) at the electrode end and a non-soluble coating containing a drug on a 
portion of the exterior surface of the lead (e.g. col. 2, lines 45-65, figure 5, 138, or 138 and 133) 
to allow heart tissue to securely fixate to the lead when implanted and allow the helix to elude 
drugs to prevent inflammation. It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to modify the heart lead as taught by Bisping, with a mesh 
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screen disposed on the electrode tip and the helix having a non-soluble insulating conforming 
coating with an active ingredient, such as an anti-inflammatant, as taught by Dutcher since it 
would provide a heart lead with a mesh screen disposed on the electrode tip to provide the 
predictable results of allowing fibrous connective tissue to intertwine with the screen to firmly 
secure the electrode and since it would provide a heart lead with a helix having a non-soluble 
insulating conforming coating with an active ingredient, such as an anti-inflammatant, to provide 
the predictable results of a biocompatible coating that does not degrade/breakdown in the body, 
to allow the electrical properties (impedance, current density, etc) of the helix to be changed for 
more effective sensing and pacing, the conforming coating to allow the fixation to still be 
inserted into the heart with out causing increased damage, and to include an active ingredient in 
the insulation to reduce irritability and inflammation due to the helix. 

Claims 1-5, 7, 8, and 16-19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bisping (4886074) in view of Rockland et al (4010758) and (Altman, 5551427, or 
Hoffman, 5902329). 

Bisping discloses the claimed invention in figures 1-5 with electrode, 3, guiding 
mechanism, 8, movement assembly, 5, 9, and 3, with piston, 5, base, 3, knob, 9 or 12, slot, 10 or 
11a, and helix, 7, except for the mesh screen disposed on the electrode tip and the helix having a 
non-soluble insulating conforming coating with an active ingredient, such as an anti- 
inflammatant. Rockland teaches that it is known to include on a lead having a fixation helix a 
mesh (e.g. 28, column 8) at the electrode end and a non-soluble coating on a portion of the 
exterior surface of the helix (e.g. silicone, figure 2b, 2c, col. 5) to allow heart tissue to securely 
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and quickly fixate to the lead when implanted and allow the helix to provide a better electrical 
field and the system to use less power. Airman or Hoffman teaches that it is known to include in 
the insulation of a fixation device, the use of an active ingredient, such as an anti-implammatant 
to reduce irritability and inflammation due to the fixation device. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify the heart lead as 
taught by Bisping, with a mesh screen disposed on the electrode tip and the helix having a non- 
soluble insulating conforming coating as taught by Rockland, and with an active ingredient, such 
as an anti-inflammatant, as taught by Altman or Hoffman since it would provide a heart lead 
with a mesh screen disposed on the electrode tip to provide the predictable results of allowing 
fibrous connective tissue to intertwine with the screen to firmly secure the electrode and since it 
would provide a heart lead with a helix having a non-soluble insulating conforming coating with 
an active ingredient, such as an anti-inflammatant, to provide the predictable results of a 
biocompatible coating that does not degrade/breakdown in the body, to allow the electrical 
properties (impedance, current density, etc) of the helix to be changed for more effective sensing 
and pacing and use less system power, the conforming coating to allow the fixation to still be 
inserted into the heart with out causing increased damage, and to include an active ingredient in 
the insulation to reduce irritability and inflammation due to the helix. 

Claims 1, 2, 3, 7, 8, and 16-19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Grassi (4624265) in view of Dutcher et al (5217028). 

Grassi discloses the claimed invention in figure 4 with electrode, 21, guiding mechanism, 
20, movement assembly, 14 and 17, seal, 16, base, 17, and piston, 14 between seals 16, and 
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helix, 15, except for the mesh screen disposed on the electrode tip and the helix having a non- 
soluble insulating conforming coating with an active ingredient, such as an anti-inflammatant. 
Dutcher teaches that it is known to include on a lead having a fixation helix a mesh (e.g. 146, 
col. 5) at the electrode end and a non-soluble coating containing a drug on a portion of the 
exterior surface of the lead (e.g. col. 2, lines 45-65, figure 5, 138, or 138 and 133) to allow heart 
tissue to securely fixate to the lead when implanted and allow the helix to elude drugs to prevent 
inflammation. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the heart lead as taught by Grassi, with a mesh screen disposed on 
the electrode tip and the helix having a non-soluble insulating conforming coating with an active 
ingredient, such as an anti-inflammatant, as taught by Dutcher since it would provide a heart lead 
with a mesh screen disposed on the electrode tip to provide the predictable results of allowing 
fibrous connective tissue to intertwine with the screen to firmly secure the electrode and since it 
would provide a heart lead with a helix having a non-soluble insulating conforming coating with 
an active ingredient, such as an anti-inflammatant, to provide the predictable results of a 
biocompatible coating that does not degrade/breakdown in the body, to allow the electrical 
properties (impedance, current density, etc) of the helix to be changed for more effective sensing 
and pacing, the conforming coating to allow the fixation to still be inserted into the heart with out 
causing increased damage, and to include an active ingredient in the insulation to reduce 
irritability and inflammation due to the helix. 
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Claims 1, 2, 3, 7, 8, and 16-19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Grassi (4624265) in view of Rockland et al (4010758) and (Altman, 5551427, or Hoffman, 
5902329). 

Grassi discloses the claimed invention in figure 4 with electrode, 21, guiding mechanism, 
20, movement assembly, 14 and 17, seal, 16, base, 17, and piston, 14 between seals 16, and 
helix, 15, except for the mesh screen disposed on the electrode tip and the helix having a non- 
soluble insulating conforming coating with an active ingredient, such as an anti-inflammatant. 
Rockland teaches that it is known to include on a lead having a fixation helix a mesh (e.g. 28, 
column 8) at the electrode end and a non-soluble coating on a portion of the exterior surface of 
the helix (e.g. silicone, figure 2b, 2c, col. 5) to allow heart tissue to securely and quickly fixate to 
the lead when implanted and allow the helix to provide a better electrical field and the system to 
use less power. Altman or Hoffman teaches that it is known to include in the insulation of a 
fixation device, the use of an active ingredient, such as an anti-implammatant to reduce 
irritability and inflammation due to the fixation device. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the heart lead as 
taught by Grassi, with a mesh screen disposed on the electrode tip and the helix having a non- 
soluble insulating conforming coating as taught by Rockland, and with an active ingredient, such 
as an anti-inflammatant, as taught by Altman or Hoffman since it would provide a heart lead 
with a mesh screen disposed on the electrode tip to provide the predictable results of allowing 
fibrous connective tissue to intertwine with the screen to firmly secure the electrode and since it 
would provide a heart lead with a helix having a non-soluble insulating conforming coating with 
an active ingredient, such as an anti-inflammatant, to provide the predictable results of a 
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biocompatible coating that does not degrade/breakdown in the body, to allow the electrical 
properties (impedance, current density, etc) of the helix to be changed for more effective sensing 
and pacing and use less system power, the conforming coating to allow the fixation to still be 
inserted into the heart with out causing increased damage, and to include an active ingredient in 
the insulation to reduce irritability and inflammation due to the helix. 



Claims 4 and 5 are rejected under 35 U.S.C. 103(a) as being unpatentable over either 
modified Grassi rejected above in view of Bisping, Jammet (5447534), or Ocel et al (5837006). 

Modified Grassi discloses the claimed invention except for the knob and slot mating with 
the knob to form a stop mechanism. Bisping, Jammet, or Ocel discloses the use of a knob and 
slot mating with the knob to form a stop mechanism. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the heart lead as taught by 
the modified Grassi, with a knob and slot mating with the knob to form a stop mechanism as 
taught by Bisping, Jammet, or Ocel since it was known in the art that heart leads use a knob and 
slot mating with the knob to form a stop mechanism to provide the predictable results of 
preventing the helix from being retracted further into the lead and causing damage to the lead. 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over either modified 
Bisping or either modified Grassi as applied to claim 1 above and further in view of Ocel 
(5837006) or Vachon (553 1780). The modified Bisping or Grassi discloses the claimed 
invention with a traveling helix through a mesh screen except for the groove guide. Ocel or 
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Vachon teaches that it is known to provide groove guides on the distal end of the housing to 
allow the helix to be easily extended and to guide the helix. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the mesh and helical 
lead as taught by the modified Bisping or Grassi, with a groove guide as taught by Ocel or 
Vachon since it was known in the art that leads with traveling helixes use a groove guide to 
provide the predictable results of guiding the helix through the distal end of the lead body/mesh 
to smoothly guide the helix to exit and enter the lead body. 

Response to Arguments 
Applicant's arguments filed 7/31/06 and 1 1/9/07 have been fully considered but they are 
persuasive. The argument that the drug plug, 138, of Dutcher "cannot be properly construed as 
a coating of non-soluble insulating material. Accordingly, even if combined with Bisping, the 
combined structure does not read on the claimed: non-soluble insulating material coated on at 
least a portion of its surface to conform to the outer surface of the helix, the insulating material 
including an active ingredient" is not persuasive since the Applicant's arguments fail to comply 
with 37 CFR 1.111(b) because they amount to a general allegation that the claims define a 
patentable invention without specifically pointing out how the language of the claims patentably 
distinguishes them from the references. The Applicant has only argued that Dutcher does not 
have the claimed limitation, but does not state why Dutcher does not have the claimed limitation 
or rebut the Examiners previous discussion of Dutcher in the office action of 8/4/2006. 
Specifically, Dutcher shows in figures 5, 8, and 9, the plastic drug plug, 138/238, 
covering/coating a portion of the outer surface of the helix, wherein the drug plug also contains 
an active ingredient. See col. 4, lines 46-68 or col. 6, lines 32-36. In addition, Dutcher shows 
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the helix also containing another insulative coating, 133 or 233 (e.g. col. 3, line 57), that 
conforms to an outer surface of the helix and contains an active ingredient from drug plug, 138, 
due to the migration of the drug from the plug or touching of the plug to insulative coating, 133 
or 233. 

The argument that Altman is not explicit that the polymer is non-soluble because Altman 
states there is a biodegradation of the polymer is not persuasive since Altman discloses other 
embodiments where the polymer is non-soluble. Specifically, Altman states in column 15, lines 
5-12 the use of non-soluble polymers as the insulative/non-conductive materials and discusses in 
column 10, lines 25-30 how a non-soluble insulative coating contains a drug similar to what is 
disclosed in US patent 5342628. 

The argument that Altman' s coatings are directed toward "effective elimination of an 
arrhythmogenic site" in contrast to Bisping which relates to an implantable electrode type lead 
assembly and therefore it appears the two are generally used for different purposes is not 
persuasive since both Altman and Bisping are in the same field of endeavor, i.e. fixation helixes 
used to screw into the heart. 

The argument that Hoffman does not have a non-soluble coating on a helix is not 
persuasive since Hoffman was used to show the use of an active ingredient/drug in a non-soluble 
coating for use on a fixation device (i.e. the tines of Hoffman). 

The argument that Appellant believes the office action has provided insufficient 
motivation to modify the Bisping reference is not persuasive since the Examiner has provided 
motivation for all the claimed elements as seen in the 103 rejections above. The examiner 
recognizes that obviousness can only be established by combining or modifying the teachings of 
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the prior art to produce the claimed invention where there is some teaching, suggestion, or 
motivation to do so found either in the references themselves or in the knowledge generally 
available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. 
Cir. 1988) and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In addition, in 
view of the recent KSR International Co. Vs. Teleflex Inc. Supreme Court Decision, the 
combination of well known familiar elements, such as the helical lead of Bisping or Grassi, with 
the mesh and helical insulative coating with active ingredient as set forth in the prior art of 
Dutcher, Altman, Struble, Heil, Hoffman, etc. would yield the predictable results of providing a 
biocompatible coating that does not degrade/breakdown in the body, to allow the electrical 
properties (impedance, current density, etc) of the helix to be changed for more effective sensing 
and pacing, the conforming coating to allow the fixation to still be inserted into the heart with out 
causing increased damage, and to include an active ingredient in the insulation to reduce 
irritability and inflammation of the helix. 

The argument in the last full paragraph on page 1 0 that the office action merely applies 
hindsight analysis to find obviousness is not persuasive since it must be recognized that any 
judgment on obviousness is in a sense necessarily a reconstruction based upon hindsight 
reasoning. But so long as it takes into account only knowledge which was within the level of 
ordinary skill at the time the claimed invention was made, and does not include knowledge 
gleaned only from the applicant's disclosure, such a reconstruction is proper. See In re 
McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 1971). 

The Applicant's arguments that they cannot find in Bisping the fixation helix including a 
non- soluble insulating material with active ingredient coated on at least a portion of the helix's 
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outer surface and that the discussion for claim 1 is incorporated herein by reference are not 
persuasive. Please see the Examiners discussion for claim 1 above (and incorporated herein) as 
to why the arguments are not persuasive. 

The Applicant argues that they cannot find in Grassi the fixation helix including a non- 
soluble insulating material with active ingredient coated on at least a portion of the helix's outer 
surface and further argues the same position in regards to Dutcher and Altman as discussed in the 
Applicant's arguments for claim 1 in view of Bisping. Please see the Examiners discussion for 
claim 1 above (and incorporated herein) as to why the arguments are not persuasive. 

The Applicant's arguments that they cannot find in Grassi the fixation helix including a 
non-soluble insulating material with active ingredient coated on at least a portion of the helix's 
outer surface and that the discussion for claim 1 is incorporated herein by reference are not 
persuasive. Please see the Examiners discussion for claim 1 above (and incorporated herein) as 
to why the arguments are not persuasive. 

The Applicant's argument that the Office Action has provided insufficient motivation to 
modify the cited reference of Grassi is not persuasive since the Examiner has provided 
motivation for all the claimed elements as seen in the 103 rejection above. The examiner 
recognizes that obviousness can only be established by combining or modifying the teachings of 
the prior art to produce the claimed invention where there is some teaching, suggestion, or 
motivation to do so found either in the references themselves or in the knowledge generally 
available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. 
Cir. 1988) and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In addition, in 
view of the recent KSR International Co. Vs. Teleflex Inc. Supreme Court Decision, the 
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combination of well known familiar elements, such as the helical lead of Grassi, with the knob 
and slot mating with the knob to form a stop mechanism as set forth in the cited prior art of 
Bisping, Ocel, Jammet, etc. would yield the predictable results of preventing the helix from 
being retracted further into the lead and causing damage to the lead. 

The Applicant's argument that the Office Action has provided insufficient motivation to 
modify the cited reference of Grassi or Bisping is not persuasive since the Examiner has 
provided motivation for all the claimed elements as seen in the 103 rejection above. The 
examiner recognizes that obviousness can only be established by combining or modifying the 
teachings of the prior art to produce the claimed invention where there is some teaching, 
suggestion, or motivation to do so found either in the references themselves or in the knowledge 
generally available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071, 5 
USPQ2d 1596 (Fed. Cir. 1988) and/« re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 
1992). In addition, in view of the recent KSR International Co. Vs. Teleflex Inc. Supreme Court 
Decision, the combination of well known familiar elements, such as the helical lead of Bisping 
or Grassi, with a groove guide as set forth in the prior art of Vachon, Ocel, etc. would yield the 
predictable results of guiding the helix through the distal end of the lead body/mesh to smoothly 
guide the helix to exit and enter the lead body. 



Conclusion 

All claims are drawn to the same invention claimed in the application prior to the entry of 
the submission under 37 CFR 1.114 and could have been finally rejected on the grounds and art 
of record in the next Office action if they had been entered in the application prior to entry under 
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37 CFR 1.1 14. Accordingly, THIS ACTION IS MADE FINAL even though it is a first action 
after the filing of a request for continued examination and the submission under 37 CFR 1.114. 
See MPEP § 706.07(b). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1 .136(a) will be calculated from the mailing date of the advisory action. In no event, however, 
will the statutory period for reply expire later than SIX MONTHS from the mailing date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to George R. Evanisko whose telephone number is 571 272 4945. 
The examiner can normally be reached on M-F 6:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571 272 4955. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/George R Evanisko/ 

Primary Examiner, Art Unit 3762 

GRE 

11/13/08 



